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DECLARATION UNDER 37 C.F.R. 1.132 

Sir: 

I 5 Dr. Charles R. Ashby, Jr., declare as follows: 

1 . I am the inventor of the subject matter claimed in the above-identified application. 

2. I am currently a Professor of Pharmaceutical Sciences in the College of Pharmacy 
at St. John's University located in Jamaica, Queens, New York. 
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3. I have taught at St. John's for 12 years and have lectured to students about all 
classes of therapeutic agents. I have served as a consultant for 12 different pharmaceutical 
companies and have served on the editorial board of 3 peer reviewed journals. In addition, I 
have served as a reviewer of manuscripts for 15 different journals. 

4. I have reviewed the Office Action dated August 20 ? 2007 5 as well as the 
references cited therein. 

5. There are a number of distinct and well-documented differences between 
butyrates, as described in Evans et al. 5 and gamma vinyl GABA (GVG). 

6. Current pharmacological knowledge indicates that butyrates, such as magnesium 
butyrate, are precursors for GABA but have no effect on GABA levels in the brain as they do not 
cross the blood-brain barrier. GVG, on the other hand, is not a GABA precursor. Rather, GVG 
is an irreversible inhibitor of GABA-transaminase, and significantly increases brain GABA 
levels via inhibition of GABA metabolism. 

7. Butyrates, as disclosed in Evans et al, are not interchangeable with GVG. A 
person of ordinary skill in the art would not consider the two to be equivalents, suitable 
substitutes for one another, or interchangeable in methods of treatment. 
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I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true. Further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment or both under Section 1001 of Title 18 of the United States 
Code, and that such willful false statements may jeopardize the validity of the application of any 
patent issued thereon. 



Respectfully submitted, 
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